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Klnd ~ttehtion:Mr. Gary J Baohler, Dlreetor 3 
SUB:AMGODIPINE BESYLATE - COMMENTS ON PDA LETTER J\ 
Deax Sir. I 

0

This refers to your letter of March 28, 2007 with respect to our hnlodipine besylate 
ANDA (N . 78-021). We have provided herewith our comments on the questions 
forwarded y you.f 


date colltrols FDA's giving effect to the decision in Pfizer Inc, v. Apotex, 
261 (Fed,Cir. March 22, 2007) ("Apotex decision") holding that Pfizer's 

("the '303 patent") is invalid? Can FDA treat the '303 patent as invalid 
2007, or must FDA await the issuance of the mandate? 1s the answer the 

that is, for determining the applicability of pediatric exclusivity, 
exclusivity, and the eligibility of other ANDA applicants for 

for the issuance of mandate and can treat the U S  4,879,303 
22, 2007 based on the Cowt Of Appeals decision for the 
triggering event of 180-day exclusivity for the first ANDA 
IV certification (505 (j)(S)(b)(iv) and G~dance:of March 

with Section 505 (j)(2)(A)(vji)(IV) of FDCA, once exclusivity has 
may not approve additional ANDAs for 180 days. 

must await the issuance of the mandate, does pediatric exclusivity bar 
unapproved ANDAs in the meantime? 

A. Yes,b'f FDA awaits the issuance of the mandate, pediatric exclusivity attached to 
US '303 sho ld bar the approval of all unapproved ANDAs. 
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